
 
GENERAL IVD DEVICES OTHER THAN DEVICES FOR SELF TESTING 

OR DEVICES APPEARING IN ANNEX II 
SELF TESTING IVD’s EXCLUDING THOSE WHICH APPEAR IN ANNEX II 

IVD’s APPEARING IN ANNEX II LIST A IVD’s APPEARING IN ANNEX II LIST B 

 
 

Annex III 
EC Declaration of Conformity 

Device 

Annex IV Full Quality 
Assurance (EN 46001, EN 

928) Audit by Notified 
Body 

Annex V EC Type 
Examination by 
Notified Body 

Annex III IVDMDD 
EC Declaration of 

Conformity 

Annex VI EC Verification 
(Product Examination) by 

Notified Body 

Annex VII Production 
Quality Assurance (EN 

46002, EN 928) Audit by 
Notified Body 

Product Design 
Examination  

(Annex III Section 6) 
by Notified Body 

CE Mark CE Mark CE Mark CE Mark 

Device 

CE Mark 

Annex IV Full Quality  

Assurance (EN 46001, EN 

Annex V EC Type 
Examination  

Annex VI EC 
Verification 
(Product 

Annex VII Production 
Quality Assurance (EN 
46002, EN 928) Audit by 

Device 

CE Mark CE Mark CE Mark 

Annex IV Full Quality 
Assurance (EN 46001, EN 

928) Audit by Notified Body 

Product Design Dossier 
Examination (Annex IV 

Section 4) by Notified Body 

Batch or Product Verification 
(Annex IV Section 6) by 

Notified Body 

Annex V EC Type 
Examination by Notified 

Body 

Annex VII Production 
Quality Assurance (EN 

46002, EN 928)  

Batch or Product Verification 
(Annex VII Section 5) by 

Notified Body 

CE Mark CE Mark 

Device 

Annex A 


